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WARNING LE’ITER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

CFN M939494
Faoilitiy ID #187963

Mr. Emmett Schuster,AddnMm&r
GreenwoodCou@yHospital
RadioklgyDepmnent
100West 16th
m Kansas 67045

Dear Mr. Sohuster,

Your Eacilitywas inspwtdon 0ctobcr23, 19% by a~ti of the W@ ofKansat acting
on bchalfof theFoodand Drug AdministratiorL This inspctim revealedthat your fkdity tiled
to comply with certain of the Quality Standards fw Mammopphy (Standads) as spdkd in
Title 21, Code of Federal Regulations (CF9, Part 900.12, as fdows:

21 CFR !300.12(a)(l)@)(A)& (B> m ~- @@cia is UXM@fi~ @-
~dwtitikkof Mdfi4mti~ofti-~w “
mmmonthsMl-time tminiig in the in-tia of mamm—~

~-c&ficiqtiXa-* tiMIl-mp~M~FtiV
xmpcctionmp~ Whichwas issued atthcclo= Ofb-e m dofioi-ymyb
SyU2-c of sdous unddy@ probkns * -M aw-i= the qualityof ~Pw
atyourElciMy.

K is your mpoMibiIity to ensureadherenceto each rqh-t of- Ma-OSI’S@Y

QMUty Staadards Act of 1992 (MQSA)and FDA’s regmlatiou YOIIme responsiblefor
hwestigeting md deterqiniag the awes of thedellckwiea that the bpection identities and
P~PW ~tib Permn-t correcthfe actiou

I.fyouM to promptlyoorreotthisdeficiency,FDAmy, wkhout kther notice, initiato reguMorY
action Under MQS& FDAmay

● Impoeecivil mney penaitb on a Ml@ ofup to S1O,OOOfhreach 6Umato
8Ubstt@ii@CW12PtyWid&Oreach by OfhihXCtOSUbStldd& COl12#yWith,b
Standmk.
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●

suspend or revokea f=ility’s FDA certlfhti for failure to comply with the Standards.
.

seek an hIJunctionin f~ral court to prohibitanym-ogmphy activity that oonstitutm
a acriousrisk to humanhealth.

Pleaacnow that FDAregulationsdo not prcoludc a Stato fhm ~ofc@ its own Stato
mammographylaws and regulations. In son=--, K qi~m may be mom stringent
than FDA’s, Whenyou plan your comck action(s), thomfom,YOUshould considorthe more
Wingult statercqukcmcntqif any

Within 15 workingdays after receivingthis 1*, YOUshdd not@’FDAin writing of:

w the specific atcpsyou have @km to Corred the Violation noted in this 1-,

● each stopyourf@lity is takingto prevent the recurrenceof a*violatioq

O.
If your fkcility is unable to complete the corrective adoa within 15workingdaya,you should stato
the mason forthedelayandthetime withinwhichthecomectionswill be compktcd

Pleasesendtheoriginalcopy ofyourrcspoaee toB. BclindaCol!inS,RegionalRadiologicalHealth
Rcpmscntativc, Food and Drug Adminiatratiow7920 EhnbmokDriw, Suite 102,DailawTexas
75247-4982. Also, aonda copy to tho State radiation control office that cducted b inqectioa
tef-inthisktter. Youmaychoose toaM-M~A@=-@uII mbkyow
~“

sincerelyyours,

/p

) .
ward’,/‘“ .

,, aQdDnlgDircctw
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w: Vick L. (hopw, Acting Chief
X-Ray and RAM Control %ction
Departmentof Health and Environment
Bureau of Air and Radiation
Forbes Field, Building 283
Topeka, Kansas 66620

HFA-224
HFC-230
HFC-240
HFI-35(redacted copy for public display)
HFZ-240
HFZ-322


